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New England Compounding Center 


Methylprednisolone Acetate (PF) 80- mg/ml 

This procedure is followed when compounding Methylprednisolone Acetate (PF) 80 
mg/ml 


MATERIALS: 

CHEMICALS: 

METHYLPREDNISOLONE ACETATE, USP.. ..ACTIVE 
SODIUM CHLORIDE, USP.. INACTIVE 
SODIUM PHOSPHATE DIBASIC.. INACTIVE 
SODIUM PHOSPHATE MONOBASIC... INACTIVE 
POLYSORBATE-80... INACTIVE 

DILUENTS: 

STERILE WATER FOR INJECTION DILUENT 


EQUIPMENT AND CONSUMABLES: 

GLASS BEAKERS (DRY HEAT STERILIZED/DEPYROGENATED) 
HOMOGENIZER ELEMENT (DRY HEAT STERILIZED) 

MAGNETIC STIR PLATE 
STIR BARS (AUTOCLAVED) 

NALGENE 0.22M 1L FILTER FLASKS 
NALGENE IL STERILE BOTTLES 


COMPOUNDING PROCESS: 

-ALL CHEMICALS ARE WEIGHED IN WEIGH CUPS ON ELECTRONIC ANALYTICAL 
BALANCE IN “HEPA” VENTED HOOD 

- ALL MATERIALS ARE SPRAYED WITH STERILE 70% “IPA” AS THEY ARE ADDED 
TO ANTECHAMBER OF CLASS-1 0 GLOVEBOX. 

-ONCE 70% IPA EVAPORATES, ALL MATERIALS ARE TAKEN INTO MAIN 
CHAMBER OF CLASS-10 GLOVE-BOX FOR COMPOUNDING PROCEDURE. 
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- ALL INACTIVE INGREDIENTS ARE ADDED TO 80% FINAL VOLUME OF STERILE 
WATER FOR INJECTION WITH STIRRING 

- ONCE IN SOLUTION . INACTIVE SOLUTION IS 0.22M FILTERED— - 

- IN CLASS-10 GLOVEBOX, METHYPREDNISOLONE ACETATE POWDER IS 
SLOWLY ADDED TO FILTERED INACTIVE SOLUTION AND MIXED/HOMOGENIZED 
WITH STERILE HOMOGENIZER ELEMENT FOR 2-5 MINUTES UNTIL 
HOMOGENOUS 

- PRODUCT IS QS’D TO FINAL VOLUME WITH STERILE WATER FOR INJECTION 
AND POURED INTO MULTIPLE STERILE GLASS BEAKERS, SEALED WITH 3 
LAYERS OF ALUMINUM FOIL + AUTOCLAVE INDICATOR TAPE 

-ALL BEAKERS ARE AUTOCLAVED AT 121 DEGRESS CELCIUSAND 15 PSI FOR 
20 MINUTES 

-BEAKERS ARE REMOVED FROM AUTOCLAVE , SPRAYED WITH STERILE 70% 
IPA AND RETURNED TO CLASS-1 0 GLOVE BOX ANTECHAMBER AND ALLOWED 
TO COOL 

-IN MAIN CHAMBER OF CLASS-10 GLOVEBOX, PRODUCT IS ADDED TO LARGE 
STERILE GLASS BEAKER AND SLOWLY HOMOGENIZED UNTIL HOMOGENOUS 

- SAMPLES ARE DRAWN FROM BEAKER FOR TESTING. 

-PRODUCT IS PUMPED INTO STERILE 1L NALGENE CONTAINERS. 


VIAL FILLING MATERIALS: 


-TRAYS OF STERILE VIALS, PROVIDED BY EP-SCIENTIFIC PRODUCTS 

-STERILE WATER WASHED AND AUTOCLAVED 13MM OR 20MM CHLOROBUTYL 

VIAL STOPPERS DEPENDING ON VIAL SIZE 

-STERILE/DISPOSABLE ASPIRATING NEEDLE 

-BAXA-REPEATER PUMP 

-STERILE/DISPOSABLE TUBING FOR BAXA-RP 

-MAGNETIC STIR PLATE 

-STIR BAR (STERILE) 

VIAL FILLING PROCESS: 


-ALL MATERIALS ARE SPRAYED WITH STERILE 70% IPA AND INTRODUCED TO 
CLASS-10 GLOVE-BOX ANTECHAMBER 
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-MATERIALS ARE TAKEN INTO MAIN CHAMBER OF CLASS-10 GLOVEBOX 
-TRAY OF STERILE VIALS IS OPENED WITH STERILE SCISSORS 

- STERILE/DISPOSABLE ASPIRATING NEEDLE IS ATTACHED TO 
STERILE/DISPOSABLE TUBING IN CALIBRATED BAXA-REPEATER PUMP 

-PRODUCT IS STIRRED WITH STERILE STIR BAR TO CREATE VORTEX WHILE 
VIALS ARE FILLED. 

- APPROPRIATE SIZE (13MM/20MM) STERILE STOPPERS ARE ATTACHED TO 
SEAL VIALS 

- TRAYS OF VIALS ARE REMOVED FROM CLASS-10 GLOVEBOX, CRIMPED AND 
LABELLED 
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